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"Ts'ho'e'eP statutory period POK reply ,S set to expire MONTHIS, PROM 

THE MAILING DATE OF THIS COMMUNICATION.^^^^^^ even., however, may a reply be .imelynied 

■ S palennen./^^^^^^^^^ Se. 37 CFR 1 704,b). 

Status 

1)0 Responsive to communication(s) filed on ■ 

■ ciMAi 2b)n This action is non-final. 

Disposition of Claims 

4) 0 Claim(s) m is/are pending in the application. 
43) Of the above cla,m(s) is/are withdrawn from consideration. 

5) 0 Ciaim(s) is/are allowed. 

6) D Claim(s) is/are rejected. 

7) D Claim(s) is/are objected to. 

8) H Claim(s) m are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification IS objected to by the Examiner. 

' , i./arP an accepted or bjO objected to by the Examiner. 

1 on The drawing(s) filed on is/are. a)U acceptea or ,lj j 

1 dD The proposed drawmg correction filed on is. a;LJ w 

,t approved, correced drawings are required ,n reply to this Office actior.. 

12) 0 The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§ 119 and 120 , r S 119(a)-(d) or (f) 

13) D AcKnowledgment ,s made of a claim for foreign priority under 35 U.S.C. § 119(a) (d) (f). 

a)aAll b)n Some*c)D None of: 

1D certified copies of the priority documents have been received. 

□ certified copies of the priority documents have been received in Application N 

□ copies of the certified copies of the priority have be^ received ,n this National Stage 

'application from the ^^^^^^^^^^^^^^^^^ received. 
* see the attached detailed Office action for a list of the erti P ^ ^.^^^.^^^ 

14) 0 Acknowledgment is made of a claim for domestic pnority under 35 U.S.C. § 119(e) ( 

: □ The tLslat.,, Of the foreign language P— ^^^^^ ^^.r 1. . 

15) n Acknowledgment :s made of a claim for domestic priority under U.b. 

Attachment(s) ^ ^^^^^^.^^ Summary (PTO-41 3) Paper No(s) • 

!)□ Notice of References CiteG rTO-892) q Notice of Informal Patent Application (PTO-1 52) 

2 □ Notice of Draftsperson s P3tent Drawing Review (^^0-948 

3) □ information Disclosure Staten.ent(s) (PTO-1449) Paper Nc(s)__^^^ 



US Pa'ent and Trademark Otl::f' 

PTO-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No 7 



Application/Control Number: 09/820,320 
Art Unif- 1632 



Page 2 



DETAILED ACTION 

AppUcant .s requested to revxew cla.m 32, as xt appears to be improperly 



dependent. 



Election/Restrictions 



Restnction to one of the following inventions is required under 35 U.S.C. 121: 

T Claims 1-17 drawn to pluripotent embryonic-like stem cells, cultures 
Smpr sing the pluripotent embryonic-like stem cells, methods of 
soTaS pluripotent embryomc-like stem cells and methods 

T ducing'a genetically engineered P^-Pf f -^/g^^^^" ^,172: 
cells, classified in class 800, subclasses 3, 8, 9, U, 13, 18, class 424, 
subclass 93.21 and class 435, subclass 325, for example. 

TT Claims 18-23 drawn to methods for detecting the presence or activity 
of an aint which is a Imeage-commitment factor, method of testing 
1 abili y o^an agent, compound, or factor to modulate the lineage- 
Imiirt of a Lage un— ^^^^^^ Z^J^ 

is determined by wRNA expression, classified m class 435, subclass 4. 

TTI Claims 18-23, drawn to methods for detecting the presence or activity 
f TLpnt which is a lineage-commitment factor, method of testmg 
1 abtu y of a^^^^^^^^ compound, or factor to modulate the lineage- 
"m^^^^^ a Lage uncommitted cell, and ^^ ^^^yj^^^ 
screening agents, compounds or factors for the ability to modulate 
Leag commitment of a lineage uncommitted cell wherein the ineage 
Is dete' mined by antigen expression, classified in class 435, subclass 4. 

TV Claim 18-23 drawn to methods for detecting the presence or activity of 
aXnt which IS a lineage-commitment factor, ^^f^^^^l^^^^^^^^ 
abilitv of an agent, compound, or factor to modulate the lineage 
ommitment of a lineage uncommitted cell, and - "y^^^^^^^ 
screening agents, compounds or factors for the ability to jnodulate 
Seage commitment of a lineage uncommitted cell, wherein the lineage 
IS determined by other means, unclassifiable. 
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V. 



VI. 



Claim 24-28 and 31, drawn to methods of transplanting pluripotent 
eiryoniHike stem cells into a host, and methods of prevent and/or 
rttinT c 1^^ debilitations, derangements and/or dysfunctions 
and/or other disease states in mammals, classified in class 514, 

subclass 44. 

Claims 29-30 and 32. drawn to methods ot preventing and/or treating 
"lllr debilitations derangements and/or dysfunctions and/or othe 
di ease states in mammals, eomprising administering to a mammal a 
therapeSlly effective amount of an endodermal, ectodermal or 
mesoTrmal lineage-committed cell derived from stem cells, classified 
in class 514, subclass 44. 



Invention 1 and any of Inventions II-VI are related as product and process of 
use. The inventions can be shown to be distinct it either or both of the following can 
be shown: (1) the process for using the product as claimed can be practiced with 
another materially different product or (2) the product as claimed can be used in a 
materially different process of using that product (MPEP § 806.05(h)). In the 
instant case the pluripotent embryonic-like stem cell can be used to produce 

transgenic animals. 

Inventions II and any of Inventions IIl-VI are mutually exclusive and 
independent methods. The methods for detecting the presence or activity of an 
agent which is a lineage-commitment factor, method of testing the ability of an 
agent, compound, or factor to modulate the hneage-commitment of a lineage 
uncommitted cell, and an assay system for screemng agents, compounds or factors 
tor the abiUty to modulate lineage-commitment ot a lineage uncommitted cell, 
wherein the lineage ,s determined by mRNA expression of Invention II is not 
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.e,u,red tor the method, for detecting the presence or actwUy ot an agent wh.ch ,s a 
Uneage-conrnntment factor, method ottest.ng the abtUty otan agent, compound, or 
factor to modulate the Uneage commttment of a hneage uncommitted cell, and an 
assay system for screening agents, compounds or factors for the ability to modulate 
Uneage-commrtment ot a Uneage uncommted cell, wherern the lineage >s 
determined by .n,,en expression of Inventron 111, the methods for detecting the 
presence or acfvUy ot an agent wh>ch ts a hneage-commitment factor, method of 
testing the abtlity of an agent, compound, or factor to modulate the Uneage- 
oomm,tment ot a Uneage uncommrtted ceU, and an assay system for screemng 
agents, compounds or factors tor the ability to modulate Uneage-comm.tment of a 
Hneage uncommrtted cell, wherern the lineage rs determined by otter n,eans of 
Inyentton IV, the methods of transplanting plunpotent embryonic-Uke stem cells 
rnto a host, and methods ot prevent and/or treating cellular deb.U.attons, 
derangements and/or dysfunCrons and,or other drsease states m mammals ot 
,„yent.on V, or the methods of preventing and/or treating cellular debtlitatrons. 
derangements and/or dysfunctions and/or other disease states in mammals, 
compr.st„g admimsterrng to a mammal a therapeutrcally effectrve amount ot an 
endodermal, ectodermal or mesodermal Uneage committed cell derrved from stem 
cells of invention VI, and vtce versa. Furthermore, each of the methods re,u,res a 
materially different and separate protocol. 
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Invention III and any of Inventions IV-VI are mutually exclusive and 
independent methods. The methods for detecting the presence or activity of an 
agent which is a lineage-commitment factor, method of testing the ability of an 
agent, compound, or factor to modulate the lineage commitment of a lineage 
uncommitted cell, and an assay system tor screening agents, compounds or factors 
for the ability to modulate lineage-commitment of a lineage uncommitted cell, 
wherein the hneage is determined by antigen eKpres.on of Invention III are not 
required for the methods for detecting the presence or activity of an agent which is a 
hneage-commitment factor, method of testing the ability of an agent, compound, or 
factor to modulate the lineage commitment of a Uneage uncommitted cell, and an 
assay system for screening agents, compounds or factors for the ability to modulate 
lineage-commitment of a lineage uncommitted cell, wherein the lineage is 
determined by other means of Invention IV, the methods of transplanting 
pluripotent embryomc-like stem cells into a host, and methods of prevent and/or 
treating cellular debilitations, derangements and/or dysfunctions and/or other 
disease states in mammals of Invention V, the methods of preventing and/or 
treating cellular debilitations, derangements and/or dysfunctions and/or other 
disease states in mammals, comprising administering to a mammal a 
therapeutically effective amount of an endodermal, ectodermal or mesodermal 
lineage-committed cell derived from stem cells of Invention VI, and vice versa. 
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Furthermore, each of the methods requires a materially different and separate 
protocol. 

Invention IV and any of Inventions V-VI are mutually exclusive and 
independent methods. The methods for detecting the presence or activity of an 
agent which is a hne age -commitment factor, method of testing the abiUty of an 
agent, compound, or factor to modulate the lineage-commitment of a lineage 
uncommitted cell, and an assay system for screemng agents, compounds or factors 
for the ability to modulate lineage -commitment of a lineage uncommitted cell, 
wherein the lineage is determined by other means of Invention IV are not required 
for the implementation of the methods of transplanting pluripotent embryonic-like 
stem cells into a host, and methods of prevent and/or treating cellular debilitations, 
derangements and/or dysfunctions and/or other disease states in mammals of 
Invention V, or the methods of preventing and/or treating cellular debilitations, 
derangements and/or dysfunctions and/or other disease states in mammals, 
comprising administering to a mammal a therapeutically effective amount of an 
endodermal, ectodermal or mesodermal lineage -committed cell derived from stem 
cells of Invention VI, and vice versa. Furthermore, each of the methods requires a 
materially different and separate protocol. 

Invention V and Invention VI are mutually exclusive and independent 
methods. The methods of transplanting pluripotent embryonic-like stem cells into a 
host, and methods of prevent and/or treating cellular debilitations, derangements 
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and/or dysfunct.ons and/or othev disease state, in mammals of Invent.on V are not 
.eqmred for the .mplementafon of the methods of preventing and/or treating 
cellular debtUtattons, derangements and/or dysfuncttons and/or other disease states 
mammals, comprtsing adm.ntstering to a mammal a therapeut.cally etfecttve 
amount of an endodermal, ectodermal or mesodermal Uneage-committed cell 
derived from stem cells of Invention VI, and vice versa. Furthermore, each of the 
methods requires a materially different and separate protocol. 

Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art because of their recognized divergent subject 
matter, restriction for examination purposes as indicated is proper. 

Applicant is advised that the reply to this requirement to be complete must 
include an election of the invention to be examined even though the requirement be 

traversed (37 CFR 1.143). 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if 
one or more of the currently named inventors is no longer an inventor ot at least one 
claim remaining in the application. Any amendment of inventorship must be 
accompanied by a request under 37 CFR 1.48(b) and by the fee required under 37 
CFR 1.17(0. 

Any inquiry concerning this communication or earlier communications from 
Any "1"' ^ Hivected to Thaian N. Ton whose telephone number is (703) 
folToiTTh: ex^m ner ~ reached on Monday through Friday from 

8 00 to 5:00 (Eastern Standard Time), with alternating Fridays off Should the 
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u ,^A hp directed to Deborah Reynolds, 
examme. be unava.lable, mcuu.es ^h-WJe ^^^f '^f ,703) 305-4051. Any 

Supemsory Primary ^-''•^^'^^'JJ^^^.m be directed to Patsy Zimmerman, 
administrative or procedural ciu stions^s^^^ ^^.^ ,,,iU:.tion m.y he 

Patent Analyst, at (703) 305 2758^ transmission. Papers should be taxed to 
t^^^:^^ -nter located in C.-l ^^^^^^^^^^^ 
&ri5-S. X^:^ "03' 30S.S7.. 

DEBORAH CROUCH 
PRIMARY EXAMINER 

GROUP iM/f^r^' 



■nOT 

Thaian N. Ton 
Patent Examiner 
Group 1632 



